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(54) Title: PRESSURE SENSITIVE FLOW CONTROL VALVE 
(57) Abstract 

A pressure sensitive valve (20) for a positive pressure airway system 
(10) which allows bi-directional flow with low resistance. When positive 
pressure from the air generator (12) of the positive pressure airway system 
(10) is lost, a spring (28) actuated disc (32) moves away from its compressed 
position to block the outlet of the air generator (12). By blocking the outlet 
of the air generator (12), the path of entry for contaminants is significantly 
restricted in so doing, an alternate, low resistance path to atmosphere is 
exposed to allow contaminants to escape. 




20 



FOR THE PURPOSES OF INFORMATION ONLY 
Codes used to identify States party to the PCT on the front pages of pamphlets publishing international applications under the PCT. 



AL 


Albania 


ES 


Spain 


LS 


Lesotho 


SI 


Slovenia 


AM 


Armenia 


Fl 


Finland 


LT 


Lithuania 


SK 


Slovakia 


AT 


Austria 


FR 


France 


LU 


Luxembourg 


SN 


Senega] 


AU 


Australia 


CA 


Gabon 


LV 


Latvia 


SZ 


Swaziland 


AZ 


Azerbaijan 


CB 


United Kingdom 


MC 


Monaco 


TD 


Chad 


BA 


Bosnia and -Herzegovina 


CE 


Georgia 


MD. 


Republic of Moldova 


TC 


Togo 


BB 


Barbados 


GH 


Ghana 


MG 


Madagascar 


TJ 


Tajikistan 


BE 


Belgium 


GN 


Guinea 


MK 


The former Yugoslav 


TM 


Turkmenistan 


BF 


Burkina Faso 


GR 


Greece 




Republic of Macedonia 


TR 


Turkey 


BC 


Bulgaria 


HU 


Hungary 


ML 


Mali 


TT 


Trinidad and Tobago 


BJ 


Benin 


IE 


Ireland 


MN 


Mongolia 


UA 


Ukraine 


BR 


Brazil 


IL 


Israel 


MR 


Mauritania 


UC 


Uganda 


BY 


Belarus 


IS 


Iceland 


MW 


Malawi 


US 


United Stales of America 


CA 


Canada 


IT 


Italy 


MX 


Mexico 


uz 


Uzbekistan 


CF 


Central African Republic 


JP 


Japan 


NB 


Niger 


VN 


Viet Nam 


CG 


Congo 


KB 


Kenya 


NL 


Netherlands 


YU 


Yugoslavia 


CH 


Switzerland. 


KG 


Kyrgyzstan 


NO 


Norway 


zw 


Zimbabwe 


a 


Cote d'lvoire 


KP 


Democratic People*! 


NZ 


New Zealand 




* 


CM 


Cameroon 




Republic of Korea 


PL 


Poland 






CN 


China 


KR 


Republic of Korea 


PT 


Portugal 






cu 


Cuba 


KZ 


Kizakstnn 


RO 


Romania 




• 


cz 


Czech Republic 


LC 


Saint Lucia 


RU 


Russian Federation 






DE 


Germany 


; u 


Liechtenstein 


SD 


Sudan 


> 




DK 


Denmark 


LK 


Sri Lanka 


SB 


Sweden 




* 


EE 


Estonia 


LA 


Liberia 


SG 


Singapore 







WO 98/11930 



PCT/US97/16632 



TITLE 

PRESSURE SENSITIVE FLOW CONTROL VALVE 
FIELD OF THE INVENTION 

* 

The present invention relates to providing a 
valve at the outlet of a positive airway pressure { PA?) 
device such as a continuous positive airway pressure {CPAP) 
device or bi-level positive airway pressure (BiPAP) device 
for preventing contaminants from entering the device. 

BACKGROUN D OF THE INVENTION 

Sleep apnea syndrome is due to episodic upper 
airway obstruction during sleep. As a consequence, there 
is severe interruption of sleep in the patient. Positive 
airway pressure devices, such as CPAP, and bi-level 
positive airway pressure devices have been developed to 
treat this disorder. CPAP devices deliver positive air 
pressure to the nasal passages of patients during sleep in 
order to maintain their airways in a continuously open 
state. In BiPAP therapy, pressure is applied alternately 
at relatively higher and lower prescription pressure 
levels . 

A typical PAP device comprises a flow generator 
(e.g., a blower) which receives air from any suitable 
source such as a pressurized bottle or the ambient 
atmosphere. The gas flow from the flow generator is passed 
via a delivery conduit to a patient interface such as a 
mask. 
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Humidifiers have been developed for use with PAP 
devices to humidify the air supplied to the patient. A 
typical humidifier comprises a water reservoir connected in 
series with the delivery conduit between the flow generator 
and the patient interface. A problem associated with these 
humidifiers is the possibility of water from the humidifier 
entering the PAP device through the delivery conduit and 
potentially causing damage to the device. 

Many PAP devices are also used in combination 
with a therapeutic gas such as oxygen which is generally 
delivered at the patient end of the delivery conduit. A 
problem associated with the use of therapeutic gas is when 
positive pressure from the flow generator is lost, the 
therapeutic gas will flow through the delivery conduit to 
the PAP device potentially causing damage to the device. 

SUMMARY OF THE INVENTION 

The pressure sensitive flow control valve of the 
present invention has been developed to overcome the 
problem of water from a humidifier and other contaminants 
from entering the PAP device by blocking the outlet of the 
PAP device to restrict the path of entry for the 
contaminants. Also, the valve prevents the flow of gas, in 
the absence of positive pressure, back into the PAP device 
or ventilator by providing a low resistance exit path to 
atmosphere for any gas or water in the patient circuit. 

The principal advantage of the present invention 
is realized by providing a pressure sensitive flow control 
valve at the outlet of a PAP unit to prevent contaminants 
from entering the PAP unit when positive pressure is lost. 
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The present invention provides a pressure 
sensitive flow control valve for a PAP system. While the 
system is at pressure, the valve allows bi-directional flow 
with low resistance. When positive pressure is lost, a 
spring actuated disc moves away from its normal position to 
block the outlet of the PAP unit. This valve, will allow 
reverse flow as long as there is sufficient pressure. 
However, if there is not adequate pressure in the valve, 
. indicating that the PAP unit is not functioning, the valve 
acts much like a one way valve to prevent reverse flow. 

The valve of the presently preferred embodiment 
of the present invention comprises a valve top cap, a valve 
bottom cap, a valve body disposed between the valve top cap 
and the valve bottom cap, a valve stem/disc and a spring. 
All of the components, with the exception of the spring, 
preferably are polycarbonate components ultrasonically 
welded together. But those skilled in the art will 
\ appreciate that other manufacturing materials and methods 
are possible. 

Other details, objects and advantages of the 
present invention will become apparent as the following 
description of the presently preferred embodiments 
proceeds. 

BRIEF DESCRIPTION OF THE DRAWINGS 

The invention will become more readily apparent 
from the following description of preferred embodiments 
thereof shown, by way of example only, in the accompanying 
drawings , wherein : 
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Figure 1 is a view schematically illustrating a 
PAP system incorporating the pressure sensitive valve of 
the present invention; 

Figure 2 is a perspective view of the pressure 
5 sensitive valve; 

Figure 3 is a side view of the pressure' sensitive 

valve; 

Figure 4 is an end view of the valve illustrated 
in Figure 3 as seen from line 4-4 of that figure; 

10 Figure 5 is an end view of the valve body as 

shown in the direction of line 5-5 in Figure 3; 

Figure 6 is an exploded side view of the pressure 
sensitive valve; 

Figure 7 is a cross-sectional side view of the 
15 valve illustrated in Figure 4 as seen from line 7-7 of that 

figure illustrating the position of the disc in the absence 
of positive pressure; 

Figure 8 is a cross-sectional side view of the 
valve illustrated in Figure 4 as seen from line 8-8 of that 
20 figure illustrating the position of the disc in the 

presence of positive pressure; and 

Figure 9 is a close-up view illustrating details 
of the disc. 
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DETAILED DESCRIPTION OF THE INVENTION 

Turning to the drawings, a schematic drawing of a 
PAP system 10 is shown in Figure 1 which includes a flow 
generator 12 which delivers gas flow via a delivery conduit 
5 14 to a patient interface 16 such as a mask. Typically a 

humidifier 18 is disposed in line with the delivery conduit 
14 between the flow generator 12 and the patient interface 
16. The patient interface 16 may include an inlet 19 for- 
the administration of a therapeutic gas such as Oj. In 
10 accordance with the present invention a pressure sensitive 

flow control valve 20 is located at the outlet of the flow 
generator 12 at the end of the delivery conduit 14 opposite 
the patient interface 16. 

The details of a pressure sensitive flow control 
15 valve 20 in accordance with a presently preferred, 

embodiment of the present invention are shown in Figures 2- 
9 The valve 20 includes a valve body 22, valve top cap 24, 
a valve bottom cap 26, a spring 28 and a valve stem/ disc 
30/32 as shown in Figure 3 . 

20 The valve top cap 24, as shown m Figure 3 , is 

generally cylindrical in shape having a conical end 34 
which attaches to the valve body 22. The valve top cap 24 
acts as an outlet port to the valve. Valve bottom cap 26, 
which acts as a supply port to the valve, is also generally 

25 cylindrical in shape and has an annular flared portion 28 

which attaches to the valve body 22. 

The valve body 22, as seen in Figure 6, is 

generally cylindrical in shape and has a top end 38 for 

attachment to the valve top cap 24 and a bottom end 40 for 

30 attachment to the valve bottom cap 26. Exhaust ports 42, 

4 

-5- 



WO 98/11930 PCT/US97/16632 



as shown in Figures ' 5 and 8, extend radially from an 
internal conical chamber 44 to the outer surface of the 
cylindrical body 22. In the preferred embodiment three 
exhaust ports 42 are shown. Internal conical chamber 44 
(Figures, 5, 7 and 8) extends from the top end to the 
bottom end and has a central cylindrical guide 48 
concentrically disposed within the internal conical chamber 
44. The top end 50 of the central cylindrical guide 48 is 
closed and the bottom end 52 preferably is open such that a 
spiral spring 28 is insertable inside. The central 
cylindrical guide 48 preferably has three slits 54 (Figure 
5) which serve as guides for protrusions 56 on the valve 
stem/disc 30/32. The body 22 also preferably has 
horizontal ribs 58 on the outside of the body 22 to make it 
difficult to block the exhaust ports 42 with tape by an 
untrained user. 

The valve stem/disc 30/32 has a stem portion 
which is adapted to fit inside the cylindrical guide 48 of 
the valve body 22 . An end of the stem portion engages the 
spring 28 within the cylindrical guide 48, protrusions 56 
on the valve stem portion project through the slits 54 in 
the central cylindrical guide 48 to guide the valve stem as 
it moves relative to the central cylindrical guide 48. The 
protrusions 56 are preferably in the form of two rows of 
fingers but may also be rib-like. 

The spring 28 is preferably a spiral spring 
designed to provide adequately constant force throughout 
the travel range, giving the valve 20 a sharper response 
characteristic at precisely the desired pressure condition. 
The slits 54 are preferably offset 60* from the exhaust 
ports 42 to prevent unwanted tampering with the internal 
parts by users. 
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Integral with the valve stem portion is a valve 
disc portion located on an end opposite to the spring 
engaging end. The disc preferably has a centralized 
conical portion 59 and aerodynamic curves 60 (Figure 9) to 
reduce flow resistance. 

In normal operation, pressurized air from the PAP 
unit 10 enters the valve 20 through the valve bottom cap 26 
and engages the disc against the work of the spring 28 
(Figure 8) . The centralized conical portion and 

aerodynamic curves of the disk reduce flow resistance such 
that the pressurized air flows across the disc, around the 
outside of the internal conical chamber 44 and out through 
the valve top cap 24 which is connected to the delivery 
conduit 14 for delivery of the air to the patient through 
the patient interface 16. While the system is at pressure, 
the valve 20 also allows reverse flow into 2 the positive 
airway pressure device. In the absence of pressurized air 
(Figure 7), the spring 28 pushes the disc against the 
annular flared portion 36 of the valve bottom cap 26 to 
seal off the entry of air or any contaminants into the PAP 
unit 10. Air or contaminants which enter into the valve 20 
when positive air pressure is lost, enter through the valve 
top cap 24, flow around the outside of the internal 
conical chamber 44, into the inside of the internal conical 
chamber 44 to exit the exhaust ports 42 which are open to 
atmosphere . 

While a presently preferred embodiment is shown 
and described, many variations are within the scope of the 
present invention. For example, the disc may be formed 
from a flexible material or formed from a metal such that 
it may be actuated by pressure as well as magnetic 
attraction. A floating ball, which is movable back and 
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forth may be used instead of a disk to block the outlet 
ports to the PAP unit and atmosphere. 

Although the invention has been described for the 
purpose of illustration, it is to be understood that such 
detail is solely for that purpose and that variations can 
be made therein by those skilled in the art without 
departing from the spirit and scope of the invention except 
as it may be limited to the claims. 
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CLAIMS 

WHAT IS CLAIMED IS: 

1. A pressure sensitive flow control valve 
provided in a portion of a breathing gas delivery 
5 circuit, said delivery circuit adapted to be maintained 
at a first pressure that is greater than an atmospheric 
pressure outside said delivery circuit, said valve 
comprising: 

a valve body; 

■ 

10 a supply port defined in a first portion of 

said valve body; 

an outlet port defined in a second portion of 
said valve body; 

at least one exhaust port defined in a third 
15 portion of said valve body; and 

directing means disposed within said valve body 
for controlling a flow of gas through said valve body 
based on said first pressure in said delivery circuit 
relative to said atmospheric pressure such that if said 

20 first pressure in said delivery circuit is greater than 
said atmospheric pressure, said directing means provides 
a first configuration within said valve body that permits 
a two-way flow of gas through said valve body between 
said supply port and said outlet port and blocks said at 

25 least one exhaust port so that substantially no gas flows 
through said at least one exhaust port, and if said first 
pressure in said delivery circuit is not substantially 

< 
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greater than said atmospheric pressure, said directing 
means provides a second configuration within said valve 
body that permits substantially all gas entering said 
valve body through said outlet port to exit said valve 
body through said at least one exhaust port, thereby 
substantially preventing contaminants from passing 
through said valve body from said outlet port to said 
supply port. 

2. The pressure sensitive, flow control valve 
of claim 1, wherein said directing means blocks said 
supply port if said first, pressure in said delivery 
circuit is not substantially greater than- said 
atmospheric pressure, 

3 . The pressure sensitive flow control valve 
of claim 2, wherein said directing means comprises a disc 
biased by a spring operatively coupled to said valve 
body . 

i 

4 . The pressure sensitive flow control valve 
of claim 3, said directing means further comprising an 
internal chamber disposed within said valve body, said 
internal chamber being sized relative to said valve body 
such that gas flows between an exterior of said internal 
chamber and a wall defining said valve body, said at 
least one exhaust port providing a path between an area 
within said internal chamber an area outside said valve 
such that, if said first pressure in said delivery 
circuit is not substantially greater than said 
atmospheric pressure, gas entering said valve through 
said supply port flows around said exterior of said 
internal chamber before entering said internal chamber 
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and exists said valve through said at least one exhaust 
port. 

5. The pressure sensitive flow control valve 
of claim 4, wherein said internal chamber is conical in 
shape and oriented relative to said outlet port such that 
an apex of said conical shape faces said outlet port to 
provide an aerodynamic flow of gas around said exterior 
of said internal chamber.- 

6. The pressure sensitive flow control valve 
of claim 4, wherein said disc includes a disc stem that 
contacts said spring. 

7 . The pressure sensitive flow control valve 
of claim 6, further comprising a cylindrical guide 
disposed within said internal chamber, said cylindrical 
guide having at least one guide slit defined therein. 

8. The pressure sensitive flow control valve 
of claim 7, wherein said spring is disposed within said 
cylindrical guide. 

9. The pressure sensitive flow control valve 
of claim 8, wherein said disc stem includes at least one 
protrusion adapted to engage said at least one slit to 
guide back and forth movement of said disc stem within 
said cylindrical guide. 

10. The pressure sensitive flow control valve 
of claim 9, wherein said at least one guide slit is 
offset with respect to said at least one exhaust port. 
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11. The pressure sensitive flow control valve 
of claim 4, wherein said disc includes a conical portion 
and aerodynamic curves to reduce flow resistance. 

12. The pressure sensitive flow control valve 
of claim 1, further comprising ribs disposed on an 
exterior of said valve body so as to prevent complete 
blockage of said at least one exhaust port. 

13. A pressure sensitive flow control valve 
provided in a portion of a breathing gas delivery 
circuit, said delivery circuit adapted to be maintained 
at a first pressure that is greater than an atmospheric 
pressure outside said delivery circuit, said valve 
comprising: 

a valve body having a central cavity defined 

therein; 

a supply port defined in a first portion of 
said valve body; 

an outlet port defined in a second portion of 
said valve; 

a chamber disposed within said central cavity 

» 

such that said chamber does not move relative to said 
valve body and such that gas flows between an exterior of 
said chamber and said valve body, said chamber having a 
second cavity defined therein and a first opening 
communicating said second cavity with said central 
cavity; 
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at least one exhaust port communicating said 
second cavity of said chamber with an area outside said 
valve body; 

a valve member adapted to substantially prevent 
gas from flowing from said central cavity to said second 
cavity responsive to said valve member being in a first 
position and to permit gas to flow from said central 
cavity to said second cavity responsive to said valve 
member being in a second position; and 

a biasing mechanism adapted to urge said valve 
member into said second position responsive to said first 
pressure in said delivery circuit being not substantially 
greater than said atmospheric pressure and adapted to 
permit said valve member to move to said first position 
responsive to said first pressure in said delivery 
circuit being greater than said atmospheric pressure. 

14. The pressure sensitive flow control valve 
of claim 13, wherein said valve member further 
substantially prevents gas from flowing, from said central 
cavity through said supply port responsive to said valve 
member being in said second position and permits gas to 
flow from said supply port to said central cavity 
responsive to said valve member being in a first 
position . 

15. The pressure sensitive flow control valve 
of claim 13, wherein said valve body has a diameter that 
is greater than a diameter of a delivery conduit 
connected to said supply port and said a delivery conduit 
connect to said outlet port, said diameter of said valve 
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body tapering downward in a direction toward said outlet 
port . 

16. The pressure sensitive flow control valve 
of claim 13, further comprising external ribs disposed on 
an exterior portion of said valve body including said at 
least one exhaust port to substantially prevent 
obstruction of said at least one exhaust port. 

17 . The pressure sensitive flow control valve 
of claim 13 , wherein said valve member comprises a valve 
disc and a valve stem coupled to said valve disc, said 
valve disc being sized and shaped so as to block gas flow 
between said central cavity and said supply port 
responsive to said valve member being in said second 
position, and wherein said biasing mechanism comprises a 
spring engaging a portion of said chamber and a portion 
of said valve member. ■ 

18. The pressure sensitive flow control valve 
of claim 17, further comprising a cylindrical guide 
disposed within said chamber, said cylindrical guide 
having at least one guide slit defined therein. 

19. The pressure sensitive flow control valve 
of claim 18, wherein said spring is disposed within said 
cylindrical guide. 

20. The pressure sensitive flow control valve 
of claim 19, wherein said valve stem includes at least 
one protrusion adapted to engage said at least one slit 
to guide axial movement of said valve stem within said 
cylindrical guide. 
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21. The pressure sensitive flow control valve 
of claim 18, wherein said at least one guide slit is 
offset with respect to said at least one exhaust port. 

22. The pressure sensitive flow control valve 
of claim 17, wherein said valve disc includes, a conical 
portion and aerodynamic curves to reduce flow resistance. 

23 . The pressure sensitive flow control valve 
of claim 13, wherein said chamber is conical shaped such 
that, a diameter of said chamber tapers downward in a 
direction generally toward said outlet port. 

24. breathing gas delivery system comprising: 

a flow generator that outputs a breathing gas 
at a first predetermined pressure; 

a delivery circuit having a first end 
operatively coupled to an output of said flow generator 
and a second end, said flow generator maintaining said 
delivery circuit at substantially said first 
predetermined pressure during operation of said flow 
generator ; and 

a patient interface operatively coupled to said 
second end of said delivery circuit for connecting said 
second end of said delivery circuit to said patient/ 

said delivery circuit including a pressure 
sensitive flow control valve comprising: 

* 

a valve body, 
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a supply port defined in a first portion of 
said valve body and adapted to receive breathing gas 
output by said flow generator, 

an outlet port defined in a second portion of 
said valve body, 

at least one exhaust port defined in a third 
portion of said valve body, and 

directing means disposed within said valve body 
for controlling a flow of gas through said valve body 
based on said first pressure in said delivery circuit 
relative to an atmospheric pressure outside said delivery 
circuit such that if said first pressure in said delivery 
circuit is greater than said atmospheric pressure, said 
directing means provides a first configuration within 
said valve body that permits a two-way flow of said gas 
through said valve body between said supply port and said 
outlet port and blocks said at least one exhaust port so 
that substantially no gas flows through said at least one 
exhaust port, and if said first pressure in said delivery 
circuit is not substantially greater than said 
atmospheric pressure, said directing means provides a 
second configuration within said valve body that permits 
substantially all gas entering said valve body through 
said outlet port to exit . said valve body through said at 
least one exhaust port, thereby substantially preventing 
contaminants from passing through said valve body from 
said outlet port to said supply port. 

25. breathing gas delivery system comprising: 
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a flow generator that outputs a breathing gas 
at a first pressure; 

a delivery circuit having a first end 
operatively coupled to an output of said flow generator 
and a second end, said flow generator maintaining said 
delivery circuit at substantially said first predetermine 
pressure during operation of said flow generator; and 

a patient interface operatively coupled to said 
second end of said delivery circuit for connecting said 
second end of said delivery circuit to said patient, 

said delivery circuit including a pressure 
sensitive flow control valve comprising: 

a valve body having a central cavity defined 

therein; 

a supply port defined in a first portion of 
said valve body; 

an outlet port defined in a second portion of 
said valve; 

* 

a chamber disposed within said central cavity 
such that said chamber does not move relative to said 
valve body and such that gas flows between an exterior of 
said chamber and said valve body, said chamber having' a 
second cavity defined therein and a first opening 
communicating said second cavity with said central 
cavity; 
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at least one exhaust port communi eating said 
second cavity of said chamber with an area outside said 
valve body; 

a valve member adapted to substantially prevent 
gas from flowing from said central cavity to said second 
cavity responsive to said valve member being in a first 
position and to permit gas to flow from said central 
cavity to said second cavity responsive to said valve 
member being in a second position; and 

a biasing mechanism adapted to urge said valve 
member into said second position responsive to said first 
pressure in said delivery circuit being not substantially 
greater than an atmospheric pressure outside said 
delivery circuit and adapted . to permit said valve member 
to move to said first position responsive to said first 
pressure in said delivery circuit being greater than said 
atmospheric pressure. 
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